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Guideline Status

This is the current release of the guideline.

Recommendations

Major Recommendations
Level of evidence grades (I-111) and strength of recommendations (A-C) are defined at the end of the "Major Recommendations" field.

Note from the National Guideline Clearinghouse (NGC): This guideline is the sixth section of the American Academy of Dermatology (AAD)
"Guidelines of care for the management of psoriasis and psoriatic arthritis." In the first five sections of the guidelines, the AAD presents evidence
supporting the use of topical treatments, phototherapy, traditional systemic agents, and biological therapies for patients with psoriasis and psoriatic
arthritis. In this sixth and final section of the Psoriasis Guidelines of Care, the AAD presents cases to illustrate how to practically use these
guidelines in specific clinical scenarios. Please see the following for information about the specific therapies recommended, including any adverse
effects and contraindications:

¢ Guidelines of care for the management of psoriasis and psoriatic arthritis. Section 3. Guidelines of care for the management and treatment of
psoriasis with topical therapies

e Guidelines of care for the management of psoriasis and psoriatic arthritis. Section 4. Guidelines of care for the management and treatment of
psoriasis with traditional systemic agents

e Guidelines of care for the management of psoriasis and psoriatic arthritis. Section 5. Guidelines of care for the treatment of psoriasis with
phototherapy and photochemotherapy

Ustekinumab Recommendations


http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=pubmed&dopt=Abstract&list_uids=21306785

¢ [ndications: moderate-severe psoriasis
¢ Dosing: 45 mg of ustekinumab at baseline, 4 wk, and every 12 wk in those <100 kg, and 90 mg of ustekinumab at same intervals for those
>100 kg
e Short-term efficacy: 75% improvement from baseline in Psoriasis Area and Severity Index score (PASI-75) in 67% at 12 wk
e Long-term efficacy: PASI-75 mantained in 87% of patients at 52 wk who attained PASI-75 at wk 12
e Toxicities:
e QOccasional injection-site reactions
e Rare reports of serious infections and malignancies including skin cancers
e Rare reports of major adverse cardiovascular events
¢ Single report of reversible posterior leukoencephalopathy
¢ Baseline monitoring; (similar to other biologic agents)
e Purified protein derivative (PPD) is required
e Liver function test (LFT), complete blood cell count (CBC), and hepatitis profile
¢ Ongoing monitoring;
e Periodic history and physical examination recommended while on treatment
e Yearly PPD, and consider periodic CBC and LFT

e Pregnancy category: B

Golimumab Recommendations

¢ Indications: moderate to severe psoriatic arthritis, rheumatoid arthritis, ankylosing spondylitis. Note, golimumab does not have indication for
psoriasis
e Dosing: 50 mg every 4 wk subcutaneously
e Efficacy for psoriatic arthritis: American College of Rheumatology (ACR) 20 in 51% at wk 14
e Efficacy for psoriasis: PASI-75 in 40% at wk 14 (based on psoriatic arthritis study)
e Toxicities:
e QOccasional injection-site reactions
e Rare reports of serious infections and nonmelanoma along with systemic malignancies
e Although there are rare reports of drug-induced reversible side effects including lupus without central nervous system or renal
complications, cytopenias, multiple sclerosis, and exacerbation along with new-onset congestive heart failure with other 3 tumor
necrosis factor (TNF) inhibitors, there have been no reports of these reactions with golimumab to date. However, golimumab is a
TNF and it should be used cautiously.
¢ Baseline monitoring;
e PPD is required
e [FTand CBC
¢ Ongoing monitoring;
e Yearly PPD and consider periodic CBC and LFT treatment
e Consider yearly PPD, and periodic CBC and LFT

e Pregnancy category: B

Stre; of Recommendations for Use of Ustekinumab and Golimumab

Agent Strength of Level of References
Recommendation Evidence
Ustekinumab* = A I Blauvelt, 2008; Wolk et al., 2009; Clark et al., 1999; Robinson, Korman, &
Korman 2007
Golimumab A I Kurd & Gelfand, 2009
sk
*Data from phase 111 psoriasis trials.

**Data from phase I psoriatic arthritis trials.

Definitions:



Level of Evidence

I. Good-quality patient-oriented evidence
II. Limited-quality patient-oriented evidence
1. Other evidence including consensus guidelines, opinion, or case studies

Grade of Recommendation

A. Recommendation based on consistent and good-quality patient-oriented evidence
B. Recommendation based on inconsistent and limited-quality patient-oriented evidence
C. Recommendation based on consensus, opinion, or case studies

Clinical Algorithm(s)
The following algorithms are provided in the original guideline document:

e Algorithm for treatment of patients with limited disease

e Algorithm for treatment of patients with palmoplantar disease

e Algorithm for treatment of patients with erythrodermic psoriasis

e Algorithm for treatment of pediatric psoriasis involving greater than 5% body surface area

e Algorithm for treatment of men with psoriasis involving greater than 5% body surface area

Algorithm for treatment of women of childbearing potential with psoriasis mvolving greater than 5% body surface area
Algorithm for treatment of women trying to become pregnant with psoriasis mvolving greater than 5% body surface area
Algorithm for treatment of patients with psoriatic arthritis

Scope

Disease/Condition(s)

e Psoriasis
e Psoriatic arthritis

Guideline Category
Evaluation

Management

Risk Assessment

Treatment

Clinical Specialty
Allergy and Immunology
Dermatology

Family Practice

Internal Medicine

Pediatrics

Rheumatology



Intended Users

Physicians

Guideline Objective(s)

e To describe the approach to treating patients with psoriasis across the entire spectrum of disease from mild to moderate to severe, with and
without psoriatic arthritis, based on the 5 prior published guidelines
e To present cases to illustrate how to practically use these guidelines in specific clinical scenarios

Target Population

Children and adults with psoriasis and psoriatic arthritis

Interventions and Practices Considered

1. Ustekinumab
2. Golimumab

Note: Specific recommendations for the following therapies can be found in the previous sections of this guideline (see the "Major
Recommendations" field): other biologic agents, topical medications, phototherapy, photochemotherapy, and traditional systemic drugs.

Major Outcomes Considered

e Efficacy of treatments
e Adverse effects of treatments
¢ Drug interactions

Methodology

Methods Used to Collect/Select the Evidence

Searches of Electronic Databases

Description of Methods Used to Collect/Select the Evidence

A work group of recognized psoriasis experts was convened to determine the scope and structure of this final guideline. An evidence-based model
was used and evidence was obtained using a search of the PubMed/MEDLINE database spanning the years 1960 through 2010. Only English-
language publications were reviewed.

Number of Source Documents

Not stated

Methods Used to Assess the Quality and Strength of the Evidence
Expert Consensus (Committee)

Weighting According to a Rating Scheme (Scheme Given)



Rating Scheme for the Strength of the Evidence
Evidence was graded using a 3-point scale based on the quality of methodology as follows:

1. Good-quality patient-oriented evidence
II. Limited-quality patient-oriented evidence
1. Other evidence including consensus guidelines, opinion, or case studies

Methods Used to Analyze the Evidence
Review of Published Meta- Analyses

Systematic Review

Description of the Methods Used to Analyze the Evidence

The available evidence was evaluated using a unified system called the Strength of Recommendation Taxonomy developed by editors of the United
States (U.S.) family medicine and primary care journals (i.e., American Family Physician, Family Medicine, Journal of Family Practice, and
BMJ USA). This strategy was supported by a decision of the Clinical Guidelines Task Force in 2005 with some minor modifications for a
consistent approach to rating the strength of the evidence of scientific studies.

Methods Used to Formulate the Recommendations

Expert Consensus

Description of Methods Used to Formulate the Recommendations

Clinical recommendations were developed on the best available evidence tabled in the guideline. In those situations where documented evidence-
based data are not available, expert opinion was used to generate clinical recommendations. Prior guidelines on psoriasis were also evaluated.

Rating Scheme for the Strength of the Recommendations

A. Recommendation based on consistent and good quality patient-oriented evidence
B. Recommendation based on inconsistent or limited quality patient-oriented evidence
C. Recommendation based on consensus, opinion, or case studies

Cost Analysis

Published cost analyses were reviewed.

Method of Guideline Validation

Internal Peer Review

Description of Method of Guideline Validation

These guidelines have been developed in accordance with the American Academy of Dermatology (AAD)/American Academy of Dermatology
Association "Administrative Regulations for Evidence-Based Clinical Practice Guidelines," which include the opportunity for review and comment
by the entire AAD membership, review and approval by the Clinical Guidelines and Research Committee, and final review and approval by the
AAD Board of Directors.



Evidence Supporting the Recommendations

References Supporting the Recommendations

Blauvelt A. T-helper 17 cells in psoriatic plaques and additional genetic links between 11-23 and psoriasis. J Invest Dermatol. 2008
May;128(5):1064-7. [23 references] PubMed

Clark CM, Kirby B, Morris AD, Davison S, Zaki I, Emerson R, Sathan EM, Chalimers RJ, Barker JN, Allen BR, Griffiths CE. Combination
treatment with methotrexate and cyclosporin for severe recalcitrant psoriasis. Br J Dermatol. 1999 Aug;141(2)2279-82. PubMed

Kurd SK, Gelfand JM. The prevalence of previously diagnosed and undiagnosed psoriasis in US adults: results from NHANES 2003-2004. J
Am Acad Dermatol. 2009 Feb;60(2):218-24. PubMed

Robinson MR, Korman BD, Korman NJ. Combination immunosuppressive therapies: the promise and the peril. Arch Dermatol. 2007
Aug;143(8):1053-7. [35 references] PubMed

Wolk K, Haugen HS, Xu W, Witte E, Waggie K, Anderson M, Vom Baur E, Witte K, Warszawska K, Philipp S, Johnson-Leger C, Volk
HD, Sterry W, Sabat R. IL-22 and IL-20 are key mediators of the epidermal alterations in psoriasis while IL-17 and IFN-gamma are not. J
Mol Med. 2009 May;87(5):523-36. PubMed

Type of Evidence Supporting the Recommendations

The type of supporting evidence is identified and graded for selected recommendations (see the "Major Recommendations" field).

Benefits/Harms of Implementing the Guideline Recommendations

Potential Benefits

e Appropriate treatment and management of psoriasis and psoriatic arthritis
¢ Avoidance of serious drug-drug interactions and drug toxicities

Potential Harms
Adverse Effects of Treatment
Ustekinumab

e QOccasional injection-site reactions

e Rare reports of serious infections and malignancies including skin cancers
e Rare reports of major adverse cardiovascular events

e Single report of reversible posterior leukoencephalopathy

Golimumab

e (Qccasional njection-site reactions
e Rare reports of serious nfections and nonmelanoma along with systemic malignancies
e Although there are rare reports of drug-induced reversible side effects mcluding lupus without central nervous system or renal complications,


http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=pubmed&dopt=Abstract&list_uids=18408745
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=pubmed&dopt=Abstract&list_uids=10468800
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=pubmed&dopt=Abstract&list_uids=19022533
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=pubmed&dopt=Abstract&list_uids=17709665
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=pubmed&dopt=Abstract&list_uids=19330474

cytopenias, multiple sclerosis, and exacerbation along with new-onset congestive heart failure with the other 3 tumor necrosis factor (TNF)
inhibitors, there have been no reports of these reactions with golimumab to date. However, golimumab is a TNF inhibitor and it should be
used cautiously.

Note: See the original guideline document for discussions concerning general and specific safety issues of other medications used for the
management of psoriasis and psoriatic arthritis. Also see the National Guideline Clearinghouse (NGC) summaries of the five previous sections of
the "Guidelines of care for the management of psoriasis and psoriatic arthritis" for more specific information (see the "Major Recommendations”
field).

Qualifying Statements

Qualifying Statements

Adherence to these guidelines will not ensure successful treatment in every situation. Furthermore, these guidelines should not be interpreted as
setting a standard of care or deemed inclusive of all proper methods of care nor exclusive of other methods of care directed toward obtaining the
same results. The ultimate judgment regarding the propriety of any specific therapy must be made by the physician and the patient in light of all the
circumstances presented by the individual patient.

Implementation of the Guideline

Description of Implementation Strategy

An implementation strategy was not provided.

Implementation Tools
Clinical Algorithm
Patient Resources

Staff Training/Competency Material

For information about availability, see the Availability of Companion Documents and Patient Resources fields below.

Institute of Medicine (IOM) National Healthcare Quality Report
Categories

IOM Care Need

Getting Better

Living with Iliness

IOM Domain
Effectiveness

Patient-centeredness
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Copyright Statement

This NGC summary is based on the original guideline, which is subject to the guideline developer's copyright restrictions.

Disclaimer

NGC Disclaimer
The National Guideline Clearinghoused, ¢ (NGC) does not develop, produce, approve, or endorse the guidelines represented on this site.

All guidelines summarized by NGC and hosted on our site are produced under the auspices of medical specialty societies, relevant professional
associations, public or private organizations, other government agencies, health care organizations or plans, and similar entities.

Guidelines represented on the NGC Web site are submitted by guideline developers, and are screened solely to determine that they meet the NGC
Inclusion Criteria which may be found at http//www.guideline. gov/about/inclusion-criteria.aspx.

NGC, AHRQ, and its contractor ECRI Institute make no warranties concerning the content or clinical efficacy or effectiveness of the clinical
practice guidelines and related materials represented on this site. Moreover, the views and opinions of developers or authors of guidelines
represented on this site do not necessarily state or reflect those of NGC, AHRQ), or its contractor ECRI Institute, and inclusion or hosting of
guidelines in NGC may not be used for advertising or commercial endorsement purposes.

Readers with questions regarding guideline content are directed to contact the guideline developer.
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